Rhode Island Department of Health
NOTICE OF PUBLIC HEARING

The Director of the Rhode Island Department of Health has under consideration the Rules
and Regulations for Licensing Analytical Laboratories (R23-16.2-A/LAB)proposed to be re-
titted Rules and Regulations for Certifying Analytical Laboratories(R23-16.2-A/LAB
promulgated pursuant to the authority conferred in Chapters 23-16.2 and 42-35 of the Rhode
Island General Laws, as amended. Generally, these regulations have been revised pursuant to
Public Law 03-072 enacted by the Rhode Island General Assembly on June 27, 2003.

Notice is hereby given in accordance with the provisions of Chapter 42-35 of the Rhode Island
General Laws, as amended, that the Director will hold a public hearing on the above
mentioned matter, in the AUDITORIUM of the Cannon Building (on the lower level), Rhode
Island Department of Health, 3 Capitol Hill, Providence, Rhode Island on THURSDAY,
DECEMBER 23, 2004 at 10:00 A.M. at which time and place all persons interested therein will
be heard. The seating capacity of the Cannon Building room will be enforced and therefore
the number of persons participating in the hearing may be limited at any given time by the
hearing officer, in order to comply with safety and fire codes.

In the development of the rules and regulations, consideration was given to the following: (1)
alternative approaches; (2) overlap or duplication with other statutory and regulatory
provisions; and (3) significant economic impact on small business, as defined in Chapter 42-35
of the Rhode Island General Laws, as amended, which may result from the regulations. No
alternative approach or duplication or overlap was identified based upon available
information. The health, safety, and welfare of the public precludes any economic impact that
may be incurred as a result of these regulations.

For the sake of accuracy, it is requested that statements to be made relative to any aspect of the
regulations, including alternative approaches, overlap, or significant economic impact, be
submitted in writing at the time of the hearing or mailed prior to the hearing date to: Patricia
A. Nolan, M.D., M.P.H., Director, Rhode Island Department of Health, #401 Cannon Building,
3 Capitol Hill, Providence, Rhode Island 02908-5097.

Copies of the regulations are available for public inspection in the Cannon Building, Room
#404, Rhode Island Department of Health, 3 Capitol Hill, Providence, Rhode Island or on the
Department's website: www.health.ri.gov/hsr/regulations/index.php by calling 401-222-1039,
or by e-mailing: LizS@doh.state.ri.us.

The Cannon Building is accessible to the handicapped. Individuals requesting interpreter
services for the hearing impaired must notify the Office of Health Services Regulation at 401-
222-1600 (Hearing/speech impaired, dial 711) at least 72 hours prior to the hearing.

Signed this 12th day of November 2004

Patricia A. Nolan, M.D., M.P.H.
Director of Health
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INTRODUCTION
These amended rules and regulations are promulgated pursuant to the authority conferred under
section 23-16.2-5 of the General Laws of Rhode Idand, as amended, and are established for the purpose

of adopting minimum dandards for teensarecetification of andyticd laboraories that andyze potable

for the protection of the hedth, safety and

wefare of the public.

The proper operation of laboratories and-statrons within the Sate is amatter of vita concern to the
hedth and safety of the state. The determination and enforcement of proper standards isnecessary to
insare_ensure the qudifications and competence of personnel in the laboratories and stattons: and to insure
enarre the adequacy of equipment and—, faciitres—fadlities and qudlity arenecessary—to_assurance
programs required —thefor the operation of —af_thetaboratories-and-statronsandytica -ilaborataries in
order to promote the genera welfare.

Pursuant to the provisons of section 42-35-3(c) of the Genera Laws of Rhode Idand, as
amended, the following issues were consdered in ariving & the amended regulations (1) dternative
approach; (2) duplication or overlap with other state regulations; and (3) sgnificant economic impact which
would be placed on facilities through the amended regulations. No dternative approach, duplication or
overlap was identified. Furthermore, the protection of the hedth, safety and welfare of the public
necessitates the adoption of these amended regulations, despite the economic impact that may be incurred
asaresult.

These amended regulations shall supersede a

anayticad labaratories promulgated by the Department of Hedlth and filed with the Secretary of State.
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PART 1 ticensing.Certification Procedure & Definitions

Section 1.0 Definitions

Wherever used in these rules and regulations the following terms shal be construed to mean:

+11.2 " Act" means the Laboratory Act of Chapter 23-16.2 of the Generd Laws of Rhode Idand, as
amended, entitled, "L aboratories.”

+21.3 " Analytical laboratory" means a facility for the blologlcd mlcroblologlcd chermcd physcd
and radiochemica exammatlon e%af_ ood—strface s
potable water;and-sewage swimmingpe i S dous
or-other_non-potable erwater ar other_environmenta matrlces




Section 2.0 General Requirements

21

It shll beunla/vful for ay md;ctm_Lmaot;L e Son

to perform anakytic
WWWWWMWW in thlsstate, touuhmh_the
Department requires cerification, without a—teense_aobtaning cetification pursuant to the

mummﬁsof—sectronﬂﬂe_ZS_Chamer 23- 16 2-4 of the AGI'—aﬁd—the-ruhsﬁﬁdfegtHrOﬁs
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An andyticd |aboratory shal represent itsdlf in its advertisements, publications, or other forms
of communication, as providing only those services for which it istieensed certified and shdll not
advertise in amanner that tends to midead the public.

Section 3.0 Application for ticenseCertification

Application for a ‘rroaﬁse_cemiu:amnto esteblish; conduct—mﬁ—aﬁdwca‘

31

taboratory.

made to the hcaﬁﬂg—agency-ﬂepaimmLon forms provided by-tl‘re—hoeﬂsm-agencyfor initial
teensure cartification and for treense cartification renewal.

311

312

313

Applications for a treense_certification renewd muost_shdl be submitted to the tieensng

agency_Depatment on or before first-day-of—Aprit—prior-to—the—expiratton date ofthe
h e by .

Each application for ticense catification and renewd thereof shdl contain such information

as the treensng—agency_Department reasondoly requires which may include affirmative
evidence of ability to comply with the provisions of the Act and the rules and regulaions

herain.

Each application for ticense catification or renewal thereof asan-andytica taboratory must

be accompanied with_hy the nonrefundable fee of—frve—humdred—doﬂafs_(%ee)_as
described in 314 (below) for each category for which the laboratory is approved
requedting cetification, and made payable to the Generd Treasurer of the State of Rhode
Idand and submitted to the Department of Hedlth.




opfion- reiochemisy. 550 e | o

Section 4.0 |ssuance af a Certificate® Renewal gOf tieenseCertification

41

No Iessthan thlrty (30) days after receipt of a satisfactorily completed application for initid treense;
i ent shdl issue atieensecatificate if the gpplicant meets

the requwements of the Act and th rues and regulations herein_far cetification  Said
hoaﬂsaceiliMLon, unl&as sooner suspended or revoked shdl exp| re by limitation on the 30th day

an out- of-state Iaboratory provi ded the Iaboratory IS

a)

andytesmd_msihcxisn isto pen‘orm

or

b) licensed, certified or accredited by the state agency in the state where the laboratory is
located, and provided the laws, rules and regulations for licensure,_cetification or
accreditation of said state agency are deemed equivaent to or exceed the laws, rules
and regulations herein as determined by the Director-of Heatth:Directar.

4.2

4.3

4.4

Andytica |aboratories in this state and out-of-state may receive referred samples from another
laboratory for examination provided the laboratory is treensedcartified in this state pursuant to these
rules and regulations and Chapter 23-16.2 of the Rhode Idand Genera Laws, as amended.

A treensecatificate shdl be issued only for the premises and persons named in the gpplication and
shall not be transferable or assignable.

The hoaﬂsa:emiMe |ssued to an analytlcd Ieboratory shdl deerly |dent|fy the type-of Iaboratory
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45 A teensecatificate issued hereunder shdl be the property of the dtate and loaned to the
treenseelabaratary and shall be kept posted in a conspicuous place on the treensed premises.

Section 5.0 Inspections

5.1  The Director or his—ddty—authorized agent(s) or employees shdl a dl reasonable times have
authority to enter upon any and dl parts of the premises on which any andyticd laboratory is
located and of the premises gppurtenant thereto, to make any examination or investigation
whatsoever for the purpose of determining compliance with the provisions of the Act and the rules



and regulaions herein.

511 52——~FEach andyticd laboratory shadl be givinpromptnotice_pravided a written report by the
hoemsng*agemyﬂepaimmt of al deﬂuencms recorded asaresult of an ingpection or investigation

Section 6.0 Denial, Suspension Or Revocation Of ticense Certificate

6.1  The ticensng—agency_Department may den;g_revoke or suspend the ’rrCGﬂSE_CEIILf.LCHe of any

analytical laboratory for engaging in conduct by-or—¢
indudes hut is not limited to:

a)
b)

falure to observe any term of such ticensecetification;

falure to observe any order may_made under authority of the Act or under the Satutory
authority vested in the Department of Heslth;

engaging in, aiding, abetting, causng or permitting any action prohibited under the Act;

making fase ar decentive representation on_any application for certification or renewa
thereof;

falure to maintain professiona and competent standards of practice;

6.2  Ligs of deficiencies noted in ingpections and investigations conducted by the ticensing—agency

Department shal be maintained on file in the ticensimg-agencyDRepartment and shall be consdered

by the tieensing-agency_Department in rendering determinations to deny, suspend,-or revoke the
treensecatificate of an andytica |aboratory.



6.3

Whenever action shall be proposed to deny, suspend, or revoke -atieense the catificate or take

another disciplinary action, the tieensing-agencyRepartment shal notify the facility by certified mall
Setti ng forth reasons for the proposed action, and the aopllcant or treenseecertified labaratary shdll
be given an opportunity for a prompt and fair hearing in accordance with section 42-35-9 of the
Generd Laws of Rhode Idand, as amended, and the Rutes—and—Regutatrons—Governing

Practrces-andProcedures{R42-35-PP)regulations dited in reference 5 herein of the Rhode Idand
Department of Hedth, pursuant to section 21.0 herein.

6.3.1 However, if the ticensngagencyDepatment finds that public hedth, safety and wdfare
imperatively requires emergency action and incorporates aflndlng to that effect in its order,

the treensing—agencyRepartment may order summary sugpendon of treensurecatification
pending proceedings for revocation or other action in accordance with sections 23-1-21

and 42-35-14(c) of the Genera Laws of Rhode Idand, as amended.

PART II Organization & Management

Section 7.0  Governing Body & Management

7.1

Each andytica laboratory shdl have a governing body or equivdent legd authority ultimatey
reﬁponsi ble for: (1) the management and control of the operation; (2) the assurance of the qudity of
savices, (3) the compliance with dl federd, state and loca laws and regulations, and (4)
compliance with other relevant hedth and safety requirements, including the rules and regulations
herein.

Section8.0  DBirector-Of LaboratoryLabaratory Management

8.1

Each andyticd |aboratory shal have a labaratary director who shal be responsible for the day-to-
day management and operation of the laboratory and to ensure the achievement and maintenance
of quality standards of practice. The labaratary director shdl meat the following minimum
qudifications.

a) be a person of good mora character;



b)

regmnd_ceilf;ang_amhanu_adoctorate in the cherﬂLcd_oLhologlcd or-cheﬁrcd sciences
and aminimum of two (2) years andytica laboratory experience-ortotd,.or hasearned a
master's degree in the chemica or biologica sciences and has.aminimum of four (4) years
of anaytica laboratory experience—orpossess,_or has earned a bachelors degree in the
chemicd or biologica sciences and has a minimum of five (5) years of andyticd laboratory
experience.

i) Exempt from section 8.1 (b) are directors of andytica |aboratories whickthat were
in operation on the effective date of these regulations (October 25, 1987) and who
mest dl other qudifications set forth in these rules and regulations.

8:28.1.1 The director of each andytica |aboratory or hisher designateddesignee, supervisor

b)

9
8:38.1.2

who mests the qudifications of section 8.1 (b) herein shdl furthermore be responsible for
no less than the following:

to be present on the premises of the laboratory during the hours of operation for a sufficient
period of time to ensure adequate and gppropriate supervison of [aboratory activities,

to ensure the accurate performance of dl tests in the laboratory including the submission of
appropriate reports on all tests pursuant to section 10.0 herein;

to ensure the supervison of dl personnd in the laboratory and for hiring adequately trained
personnel commensurate with the workload;

to be avalable a—di—times during the hours of operation for persord or telephone
consultation with personne;

to notify the treensing-agencyDepartment within ten (10) days of any change in laboratory
services or supervisory personnel;

to establish and fottowadhere to written policies and procedures for a comprehensive
quality assurance program; and

such other activity as may be deemed appropriate.

In the event the director of the laboratory is absent for a continuous period of time longer than

one-monthone-maonth duration, the laboratory shal not operate unless a person who mests the
qudifications of section 8.1 (b) hereinisin atendance.

10



Section 9.0 Personndl

9.1  Each andyticd laboratory shdl employ a sufficient number of quaified personnd commensurate
with the workload to ensure that services are provided effectively and safely and in accordance
with prevailing laboratory standards and practices.

9.1.1 A job description for each classfication of pogtion shdl be established, clearly ddlinesting
qudifications, duties and respongibilities inherent in each position.

9.1.2 Personnd records shdl be maintained for each employee which contain no less than:

a) current background information pertaining to qudifications, to judify initid and
continued employment;

bc)  evidence of periodic evaduation of work performance; and

ed)  such other dataas may be deemed appropriate.

Section 10.0 Records & Reports

10.1 Each andyticd laboratory shal maintain gppropriate records and reportswhichreparts, which shdl
be available for ingpection by authorized representatives of the_treensmgragencyDRepartment.

11



a) records of the operation and maintenance of al laboratory equipment;

b) records of dl sample examinations in accordance with section 13.3 herein;

C) records of control values, standard vaues, standardcalibration curves and
cdculaions of sandard deviations, and

d) reports of proficiency testing programs and of such other recards as may be deemed
necessary.

10.4 Laboratory reports shdl clearly identify the name and address of the laboratory (which may be a
subcontracted |aboratory) actudly performing the test(s), and shall include the results and the date
of the reporting.

" il | . I
PART Il Quality AssuranceProgram and Quality Control Programs

Section11.0 General Requirements

11.1 Each andyticd laboratory shdl have clearly established internd and externd qudity controls to

ensure high standards of performance and reiability of test results__These qudity controls shall

condder considering such factors as preventive_preventative maintenance, periodic mspectlon
testing for proper vdidation of methods, evauaion of reagents and volumetric equipment,

survelllance of results, remedid action taken to correct deficiencies and qudlity contral failures and
such other equivaent factors as required in these rules and regulations and as may be deemed

necessary.

11.2 The laboratory shdlmust perform dl andyses of samples—theresatts—of which will be usad for
compliance with state or federa regulaions, usng methods that are currently gpproved by the
appropriate state or federa regulatory agency. (See Appendix "A" for references and a arsample
liging of approved methods).
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Section 120 Procedure Manual

12.1 Each andytical laboratory mustshdl have available, & dl times, in the immediate bench area of

personnd engaged in conducting andytica |aboratory testing, a procedure manua which includes
a detailled compilation of al automated and manua methods and procedures for dl andytical

tests which are performed by the laboratory and for which it is treensedcerified. Furthermore,
such manuas mustshal:

1211 specify the gpproved method employed;

perribed " | ectivit . I hod:

12.1.343 contain information concerning preparation and storage of_media, reagents, control and
cdibration procedures and pertinent literature references,

12.1.24 describe the laboratory's technica procedures for the collection, processng and
examinaion of samples based-oncurrentpractices;

12.1.35 for those tests which are normaly performed on automated test equipment, provide for
aternate methods or for storage of test samples, in the event the automated equipment
becomes inoperable; and

12.146 be gpproved, signed and dated by the current laboratory supervisor/director_and the
QA Officer. Changes in procedures must be approved, signed, and dated by the

current supervisor/director.and QA Officer.

Section 13.0 Caollection, Identification & Examination Of Samples

13.1 Anatytica—taboratorres—ilnformation that accompanies samples shdl be aufficiently detailed to
permlt postrveldermflceuon and document chain of cudtady of-thesampte. Suchinformetionshatt

14



1343 Each andyticd laboratory shdl maintain arecord indicating the daily accesson of samples, each
of which shal be numbered or otherwise gppropriately identified. The records of samples shall
contain no less than:

a) the |aboratory number or other identification;
b) the name of the person or andytica |aboratory that which submitted the sample;
) date of sample collection of-sampte;

ey  condition of sample up;on receipt;

fley thedateand type of test requested and performed,

gf)  theresults and date of |aboratory tests or-crosstreference-toresutts and date of reporting;
and

hg  the name and address of laboratory to which sample(s) is forwarded mfar procedure(s)
not performed on the premises.

Section 14.0 Other Applicable Regulations

14.1 Anandyticd laboratory ticensed cetified in the category of radiochemigry shdl comply with the
Rules and Regulations for the Control of Radiation, promulgated by the Rhode Idand
Depatment of Hedth; and;mustshdl obtain, as applicable, the appropriate radioactive materials
license from the Office of Occupationd and Radiologicd Hedth, Rhode Idand Department of

151

15
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PART IV Physical Plant And Equipment

Section 16.0 Physteat Facility, Equipment & Supplies

16.1 Each andyticd laboratory shdl be housed in wel lighted, sanitary, properly vented quarters
equipped with hot and cold running water, toilet facilities and shal contain ample space to process
and examine the samples commensurate with the total workload. Furthermore, said anaytica
|aboratories shall:

16.1.1 bein digtinct and separate locations from living quarters unless provisons exist for separate
entrances, plumbing fixtures,

16.1.2 have ample workbench space,_are wel lighted and convenientlytocated—to—sinkhave
auffident; water, gas, suction, and-eectrica outlets and Snksasteeded,;

16.1.3 have adequate and proper storage space for vdatrfe_al chemlcas Jndudmg_explmm

16.145  have adequate temperature and humidity controls as may be required for proper
peformance of tests and operation of indruments affected by vartatons—of

temperatureenvironmenta conditions;
16.1.56 _ have adaquatevd’cage—feve‘s—at electrlca mpplyseumes—to—whrch—aﬂalytred

16.1.67 have adequate_refrigeration for samples, standards, and reagents used in testing;
(Food for consumptl on may not be stored in refrlgerators conta ni ng Iaboratory materlas)

17
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PARAMETER LIMITS FREQUENCY

resdivity > (0.5 megohms/cm maonthly
____or
conductivity < 2 micromhas/cm monthly
Ph_Cd _Cr, <005 mg/l per annudly
~ N7 . |

<01 mg/l total
totd chlarine none detectable maonthly
resdual
heterotrophic < 500/ml monthly
plate count
I iolonicA i of I . 08103C !
reagent water 9020B. Thisted isnot required if

|aborataries use water that meets
the criteriafor Types| and Il

- water asdefined in Sandard
Methods, section 1080)

Section 17.0 Fire—& Safety.& Security

17.1 Adequate fireand safety and security precautions shdl be established and maintained.  Safety
of personnd from
physicd, chemicd and biologicd hazards. The laboratory safety manud shdl include gpplicable
programs for the protection of employees as outlined in the Code of Federal Regulations (29

indructions shal be present in a laboratory safety manua for the protection

19



CFR Part 1910), including, but not limited to, the Occupationa Safety and Hedth Administration
dandards for bloodborne pathogens, hazard communication, and occupational exposure to
hazardous chemicals in laboratories.

17.1.1 Personnd witt_shdl be given a safety orientation reviewing policies and procedures in the
safety manud.

Section 18.0 Waste Disposal

18.1 infectrouMedical Waste:

tfectious_Medical wadte as defined in the Rules and Regulations Governing the Generation,
Transportation, Storage, Treatment, Management & Disposal of Regulated Medical Waste
in Rhode Idand (DEM-DAH-MW-01-92) of the Rhode Idand Department of Environmentd
Management shal be managed in accordance with the provisons of the aforementioned
regulations.

18.23 Other Waste:

Wastes, which are not classfied as trfectrous medica waste.ar; hazardous wastes or which are not
otherwise regulated by law or rule, may be disposed in dumpsters or load packers provided the
fallowing precautions are maintained:

a Dumpsters shdl be tightly covered, lesk proof, inaccessible to rodents and animals, and
placed on concrete dabs preferably graded to a drain. Water supply shal be available
within easy accessibility for washing down of the area.  In addition, the pickup schedule
ghdl be maintained with more frequent pickups when required. The dumping Site of waste
materias must be in sanitary landfills approved by the Depatment of Environmenta
Management.

b) Load packers must conform to the same redtrictions required for dumpsters and in
addition, load packers shdll be:

i) high enough off the ground to facilitate the cleaning of the underneeth aress of the

20



dationary equipment; and

if) the loading section shdl be construed and maintained to prevent rubbish from
blowing from said area dite.

PART V Practices & Procedures, Violations & Severability

Section 19.0 Variance Procedure

19.1 The tieensing-agencyDepartment may grant a variance elther upon its own motion or upon request
of the gpplicant from the provisons of any rule or regulaion in specific ingtances where it is found

that literal enforcement of such provisions will result in unnecessary hardship to the gpplicant and
such variance will not be contrary to federa regulations, the public interest, public hedth, or health
and safety of individuas

19.2 A request for variance shal be made in writing, setting forth in detail the basis of the request.

193 18:2-3-Upon filing of such request with the Department ticensing-agency and within thirty(30)-days
a reasonable -thereaftertime theredfter, the treensingragency Department shdl notify the applicant by

certified mail of its approva, or in case of a denid, a hearing date, time, and place may be
scheduled if the gpplicant gppeds the decision.

Section 20.0 Violations

20.1 In addition to revocation or suspension of treenses certificates granted, any person who violates the
datutory or regulatory provisons herein shdl be subject to the sanctions of section 23-16.2-13 of
the Generd Laws of Rhode Idand, as amended.

Section 21.0 Rules Governing Practices & Procedures

21.1 All hearings and reviews required under the provison of the rules and regulations herein should be

held in accordance with the Rules and Regulations Governing the Practices and Procedures
Before the Rhode Island Department of Heai‘tl‘r(L—leaLth_aMZ 35-PP)_Healih_and_Acc&_ta

Section 22.0 Severability
22.1 If any provisons of these rules and regulations or the applicaion thereof to any persons or
cirecumstances shdl be held invdid, such invdidity shdl not affect the provisons or gpplication of

the rules and regulations which can be given effect, and to this end the provisons of the rules and
regulations are declared to be severable.

September 13, 2001
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APPENDIX " A"

a) Patahle Water:
Laborar[orla must perform al cet:ﬂﬂaimalyses in accordance with the current mahods specified inrthe
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u Sandard Methods for the Examination of Water and Wastewater, American Public Hedth

Association, 18th edition, 1992, and subsequent additions, 1015 Fifteenth Street, NW,
Washington, D.C. 20005.

u Methods for the Chemical Analysis of Water and Wastes, U.S. Environmenta Protection
Agency, EPA-600/4-79-020, March 1983.

u Methods for the Organic Chemical Analysis of Municipal and Industrial Wastewater,
USEPA, EMS., Cincinnati, OH, EPA 600/4-82-057.
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